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Commonly Asked -Questions About BSE .in Products 
Regulated by FDA’s Center for Food Safety and Applied 

Nutrition (CFSAN) 
In light of the December 23,2003, diagnosis of BSE in a single cow that had been imported into the 
United States, CFSAN has reviewed the products it regulates to ensure their safety. 

What is “Mad Cow Disease” (Bovine Spongiform Encephalopathy/BSE)? 

Mad Cow Disease is the commonly used name for Bovine Spongiform Encephalopathy (BSE), a slowly progressive, 
degenerative, fatal disease affecting the central nervous system of adult cattle. Since 1990, the U.S. Department of 
Agriculture (USDA) has conducted aggressive surveillance of the highest risk cattle going to slaughter in the United States, 
in which lO,OOO- 20,000 animals per year have been tested. To date, the only cow that has been found to be affected with 
BSE was the one diagnosed with BSE in December 2003. 

What causes BSE? 

The exact cause of BSE is not known but it is generally accepted by the scientific community that infectious forms of a type 
of protein, prions, normally found in animals cause BSE. In cattle with BSE, these abnormal prions initially occur in the 
small intestines and tonsils, and are found in central nervous tissues, such as the brain and spinal cord, and other tissues of 
infected animals experiencing later stages of the disease. 

Was a case of BSE identified in the U.S. in December 20032 

Yes, the USDA surveillance program identified the first BSE case in the U.S. in a dairy cow in Washington State. The cow 
was bought from a farm in Canada. 

Did meat and meat products from the BSE cow enter the food supply? 

As soon as the BSE case was identified, both USDA and FDA activated their BSE Emergency Response Plans and USDA 
immediately recalled the meat. Meat that did enter the food supply was quickly traced and was removed from the 
marketplace. Moreover, all the organs in which infectious prions occur were removed at slaughter and did not enter the food 
supply. Scientific research indicates that muscle meat is not a source of infectious prions. As a result of the agencies’ quick 
actions and the removal of organs that contain infectious prions, there is no significant risk from products of this animal. 

FDA and state inspectors located all other parts of the animal, and rendering plants that processed this material from the 
BSE cow voluntarily held the material. None of this material left the control of the companies and entered commercial 
distribution. 

Will there be additional cases? 

Regulatory measures to prevent introduction of BSE into U.S. cattle herds and contamination of U.S. foods and food 
products are being reviewed and updated. Since 1989, the USDA has banned imports of live ruminants, such as cattle, 
sheep~and goats, and most products from these animals from countries known to have BSE. This ban was extended to all 
Europe in 1997. The FDA prohibited the use of ruminant protein in the manufacture of animal feed intended for cows and 
other ruminants in 1997 and extended the prohibition in 2001 to forbid use of all mammalian~protein in ruminant feed. See 
the FDAKVM website at www.fda.gov/cvm for further information on the “ruminant feed ban”. 

. 
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c Under an Import Alert, FDA also prevents U.S. entry of cosmetic and dietary supplement ingredients containing high risk 
bovine materials from animals originating in BSE countries. 

In 1998, the USDA commissioned the Harvard Center for Risk Analysis to conduct an analysis and evaluation of the U.S. 
regulatory measures to prevent the spread of BSE in the U.S. and to reduce the potential exposure of US. consumers to 
BSE. The Harvard study concluded that if introduced, due to the preventive measures currently in place in the U.S., BSE is 
extremely unlikely to become established in the United States. Should BSE enter the United States, the Harvard study 
concluded that only a small amount of potentially infective tissues would likely reach the human food supply. 

Furthermore, on Jan. 8, 2004, the USDA’s Food Safety and Inspection Service issued four new rules to enhance safeguards 
against BSE. Details on these rules may be found at the USDA website, www.usda.rrov. 

Does BSE affect people? 

There is a disease similar to BSE called Creutzfeldt-Jacob Disease (CJD) that is found in people. A variant form of CJD 
(vCJD) is believed to be caused by eating contaminated beef products from BSE-affected cattle. To date, there have been 
155 confirmed and probable cases of vCJD worldwide among the hundreds of thousands of people that may have consumed 
BSE-contaminated beef products. The one reported case of vCJD in the United States is in a young woman who contracted 
the disease while residing in the UK and developed symptoms after moving to the U.S. 

What additional measures are being taken to ensure food safety in the U.S. from BSE? 

Since 1989, the FDA and other federal agencies have had ongoing regulatory measures in place to prevent BSE 
contamination of IJ.S. food and food products since 1989. Following the identification in a Washington state dairy herd of 
the BSE-positive cow imported from Canada, the USDA has issued four new regulations containing additional safeguards 
to further minimize risk for introduction of the BSE agent into the U.S. food supply. These safeguards include: 

a. A ban on use of live, but non-ambulatory cattle from entering the human food supply 
b. A ban on use of organs, from cattle older than 30 months, in which infectious prions occur and the tonsils and small 

intestine of’ cattle of all ages for human food 
c. Restrictions on techniques to mechanically remove meat from bones, and 
d. Meat from tested animals will not be certified as USDA-inspected until test results are final. 

See the USDA website www.usda.gov for further information. 

FDA fully supports the safety policies announced by the USDA, which build on the principles and procedures that FDA and 
USDA have developed since 1989. These protective measures will add an additional layer of protection for the American 
public. 

FDA will fulfill its increased responsibilities for protecting the safety of the food and animal feed supply. 

Is the food in the U.S. likely to be a BSE risk to consumers? , 

FDA and other federal agencies have had preventive measures in place to reduce the U.S. consumer’s risk of exposure to 
any BSE-contaminated meat and food products. Since 1989, the USDA had prohibited the importation of live animals and 
animal products from BSE-positive countries. Since 1997 the FDA has prohibited the use of most mammalian protein in the 
manufacture of ruminant feed. FDA continues to implement policies to keep safe al1 FDA-regulated products, including 
food, food ingredients, dietary supplements, drugs, vaccines, and cosmetics from risk of any BSE-contaminated bovine 
material. 

Is cow’s milk a source of BSE? 

Scientific research indicates that BSE cannot be transmitted in cow’s milk, even if the milk comes from a cow with BSE. 

In the process of locating herd mates of the BSE-positive cow in Washington state, at least one 
dairy herd was quarantined. Is there any known risk to consumers that milk from this herd 
contains the BSE infectious agent or, may transmit BSE? 
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N o , peca ise  B S E  is n o t t ransmit ted th r o u g h  m ilk. It is F D A ’s op in i on , b a s e d  o n  th e  to tality o f scientif ic d a ta  ava i lab le  to  th e  
a g e n c y , th a t m ilk f rom h e a l thy  cows f rom th e  s a m e  h e r d  in  wh ich  th e  B S E - p o s i tive  cow  was  fo u n d  d o e s  n o t p r e s e n t a  B S E  
risk to  consumers . L ikewise,  m ilk f rom h e a l thy  cows in  o th e r  h e r d s  q u a r a n tin e d  b e c a u s e  o n e  o f th e  cows is i d e n tifie d  as  a  
p rev ious  h e r d  m a te  o f th e  B S E - p o s i tive  cow  d o e s  r iot p r e s e n t a  B S E  risk to  consumers . If th e  cows in  a  h e r d  a r e  h e a l thy  a n d  
n o t cl inical ly a ffec ted  by  B S E , th e r e  is n o  scientif ic bas is  fo r  restr ict ing th a t m ilk. 

C a n  m ilk b e  infected with B S E  from  a  B S E -posi t ive cow?  

N o  d e tec tab le  infectivity in  cow’s m ilk h a s  b e e n  r e p o r te d  f rom a n y  B S E - i n fec ted~cows.  In fect ious p r ions  h a v e  n o t b e e n  
d e tec ted  by  b ioassay  o f m ilk f rom catt le wi th B S E . 

A re  m ilk a n d  m ilk p roduc ts B S E -safe? 

Y e s . T h e  W o r l d  Hea l th  O rgan iza t ion  ( W H O )  h a s  sta te d  th a t tests o n  m ilk f rom B S E - i n fec ted  an ima ls  h a v e  n o t s h o w n  a n y  
B S E  infectivity, a n d  th e r e  is ev idence  f rom o th e r  an ima l  a n d  h u m a n  t ransmiss ib le  spong i fo r m  e n c e p h a l o p a thy  stud ies  to  
s u g g e s t th a t m ilk d o e s  n o t t ransmit  th e s e  d iseases.  M ilk a n d  m ilk p r o d u c ts, e v e n  in  c o u n tr ies wi th a  h i g h  inc idence  o f B S E  
a r e , th e r e fo r e , cons ide red  safe. 

S h o u l d  m ilk from  a  B S E -posi t ive cow  b e  d isca rded?  

E v e n  th o u g h  m ilk d o e s  n o t t ransmit  B S E , th e  m ilk f rom a  cow with B S E  shou ld  b e  d iscarded.  T h e  F o o d , D r u g , a n d  
C o s m e tic Ac t a n d  sta te  m ilk safety r e g u l a tio n s  requ i re  th a t p r o d u c ts f rom an ima ls  wi th a n y  d i sease  n o t b e  u s e d  fo r  h u m a n  
u s e . Th is  is consistati t  wi th act ions ta k e n  in  th e  U .K , a n d  with W H O  r e c o m m e n d a tio n s  o n  h u m a n  u s e  o f p r o d u c ts f rom B S E  
C O W S .  

Does  th e  use  o f bov ine-der i ved  ing red ien ts in  d ie tary  s u p p l e m e n ts m e a n  th a t they  a re  n o t sa fe ?  

N o . T h e  risk to  h u m a n  h e a l th  f rom B S E  in  th e  Un i ted  S ta tes  fo o d  supply ,  wh ich  inc ludes  d ie tary  s u p p l e m e n ts, is ex t remely  
low. S ince  1 9 9 2 , F D A  h a s  adv ised  d ie tary  s u p p l e m e n t m a n u facturers  a n d  distr ibutors th a t th e y  shou ld  ta k e  ste p s  to  e n s u r e  
th a t n o  d ie tary  s u p p l e m e n t i ng red ien ts c o m e  f rom catt le b o r n , ra i sed  o r  s l augh te r e d  in  a n y  c o u n try k n o w n  to  h a v e  B S E  o r  
th a t h a s  i n a d e q u a te  m e th o d s  to  d e tect a n d  c o n trol it. W e  h a v e  a lso  h a d  i m p o r t p r o c e d u r e s  in  p lace  s ince th e n  to  p r e v e n t th e  
i m p o r ta tio n  o f bu lk  i ng red ien ts a n d  fin i shed  d ie tary  s u p p l e m e n ts th a t c o n ta in  bov ine -de r i ved  i ng red ien ts f rom so-ca l led  
B S E - c o u n tries. A lso, th e  vast m a jority o f cat t le-der ived i ng red ien ts a r e  o b ta i n e d  f rom U .S . sources  o r  f rom c o u n tries n o t 
k n o w n  to  h a v e  B S E . 

S ince th e  B S E -posi t ive cow  was  d iscovered  in  th e  U .S ., does  th a t m e a n  th a t d ie tary  s u p p l e m e n ts 
m a d e  with d o m e s tic i ng red ien ts m igh t b e  unsa fe ?  

N o . L ike  al l  fo o d s  th a t a r e  m a d e  us ing  bov ine -de r i ved  i ng red ien ts, th e  p r o c e d u r e s  th a t F D A  a n d  U S D A  h a v e  h a d  in  p lace  to  
e n s u r e  th e  safety o f th e  fo o d  supp ly  shou ld  g ive  consumers  c o n fid e n c e  th a t the i r  fo o d , inc lud ing  d ie tary  s u p p l e m e n ts, is 
safe. E v e n  th o u g h  a n  i m p o r te d  B S E - p o s i tive  cow  was  i d e n tifie d  in  th e  U .S ., th e  risk to  h u m a n  h e a l th  f rom d ie tary  
s u p p l e m e n ts a n d  o th e r  fo o d s  c o n ta in ing  bov ine -de r i ved  i ng red ien ts r ema ins  ex t remely  low. 

W h a t steps is F D A  cur ren tly tak ing  to  ensu re  th e  sa fe ty o f d ie tary  sup@ e tie n ts th a t con ta in  
bov ine  ing red ien ts? 

F D A  c o n tin u e s  to  m o n ito r  d ie tary  s u p p l e m e n ts a n d  the i r  i ng red ien ts w h e n  th e y  e n te r  th e  cctuntry. T h o s e  c o n ta in ing  bov ine -  
de r i ved  i ng red ien ts f rom catt le o r ig ina t ing  in  p roh ib i ted  c o u n tries a r e  p roh ib i ted  e n try in to th e  U S . In  a d d i tio n , th e  
restr ict ions o n  th e  u s e  o f cer ta in  catt le a n d  catt le t issues in  h u m a n  fo o d  th a t w e r e  r e c e n tly a n n o u n c e d  by  U S D A  wil l  a lso  
r e d u c e  th e  risks th a t p o te n tial ly infect ive t issue is u s e d  in  d ie tary  s u p p l e m e n ts. F D A  is exp lo r ing  w h a t fu r th e r  sa feguards  
m a y  b e  n e e d e d  to  p rov ide  g r e a te r  assu rance  to  consumers  th a t d ie tary  s u p p l e m e n ts a n d  o th e r  fo o d s  r e m a i n  safe. M o s t 
i ng red ien ts u s e d  to  p r o d u c e  d ie tary  s u p p l e m e n ts a n d  m o s t o th e r  fo o d  i ng red ien ts c o m e  f rom catt le th a t a r e  s l augh te r e d  
w h e n  th e y  a r e  less th a n  3 0 - m o n ths  o f a g e  a n d , b e c a u s e  o f the i r  a g e , p r e s e n t little  r isk o f b e i n g  B S E - p o s i tive . 

G iven th e  recen t B S E  case  in  W a s h i n g to n  S ta te , shou ld  consumers  b e  conce rned  a b o u t c o s m e tics 
m a d e  us ing  ta l low from  th e  render ing  p rocess?  
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. N o . T h e  W o r l d  Hea l th  O rgan iza t ion  cons iders  ta l low to  b e  a  low risk fo r  t ransmiss ion o f B S E . Specif ical ly,  th e  r e n d e r i n g  
p rocess  s e p a r a tes  fa ts f rom p r o teins.  B e c a u s e  th e  d i sease  is t ransmit ted by  pr ions,  wh ich  a r e  a  typ e  o f p r o te in,  th e y  w o u l d  
b e  s e p a r a te d  by  th e  r e n d e r i n g  p rocess  f rom th e  ta l low o r  fa t, wh ich  is th e  p o r tio n  th a t g o e s  into c o s m e tics. A d d i tional ly ,  th e  
ta l low is p rocessed  with excess ive h e a t a n d  p ressu re  wh ich  m a y  fu r th e r  m in imize a n y  risk o f infectivity p r io r  to  u s e  in  
c o s m e tics. Neve r theless,  th e  a g e n c y  h a s  e n c o u r a g e d  c o s m e tic m a n u facturers  to  acqu i re  ta l low f rom sources  th a t d o  n o t 
i nc lude  catt le wi th B S E . 

W h a t a b o u t th e  use  o f ge la tin , a n o the r  bov ine- re la ted  m a terial ,  in  c o s m e tics a n d  d ie tary  
s u p p l e m e n ts a n d  o the r  fo o d s ?  

G e lat in m a y  b e  de r i ved  f rom catt le b o n e s  a n d  h ides,  wh ich  a r e  cons ide red  low risk t issues fo r  B S E  t ransmiss ion,  a l t hough  
m o s t fo o d - g r a d e  g e l a tin  in  th e  U .S . is o f po rc ine  or ig in .  In  1 9 9 7 , F D A  pub l i shed  g u i d a n c e - fo r  g e l a tin  m a n u fac tur ing  th a t 
r e c o m m e n d s  th a t b o n e s  a n d  h ides  f rom catt le wi th a n y  neu ro log i c  d i sease  n o t b e  u s e d  to  m a n u fac ture  g e l a tin . T h e  g u i d a n c e  
a lso  r e c o m m e n d s  th a t th e  h e a d s , sp ines,  a n d  sp ina l  co rds  o f catt le f rom B S E  c o u n tries n o t b e  u s e d  in  g e l a tin  p r o d u c tio n . 
T h e  m a n u fac tur ing  p rocess  fo r  g e l a tin  fu r th e r  r educes  a n y  B S E  risk fo r  h u m a n s  to  neg l ig ib le  levels. T h e  a g e n c y  is current ly  
rev is ing th e  1 9 9 7  g u i d a n c e . 

W h e n  a n d  h o w  d id  B S E  in  ca ttle  occur?  

B S E  in  catt le was  first r e p o r te d  in  1 9 8 6  in  th e  Un i ted  K i n g d o m  (UK) , T h e  exact  o r ig ins  o f B S E  r e m a i n  u n c e r ta in  b u t it is 
th o u g h t th a t catt le init ial ly m a y  h a v e  b e c o m e  in fected w h e n  fe d  fe e d  c o n ta m ina ted  with scrap ie- in fec ted s h e e p  m e a t -and-  
b o n e  m e a l ( M B M ) . Sc rap ie  is a  p r i on  d i sease  in  s h e e p  sim i lar  to  B S E  in  cattle. T h e  scientif ic ev idence  s u g g e s ts th a t th e  
U .K . B S E  o u tb r e a k  in  catt le th e n  was  e x p a n d e d  by  fe e d i n g  B S E - c o n ta m ina ted  catt le p r o te in  ( M B M )  to  calves. T h e  
d e fini t ive n a tu r e  o f th e  B S E  a g e n t is n o t c o m p l e te ly  k n o w n . T h e  a g e n t is th o u g h t to  b e  a  m o d ifie d  fo r m  o f a  p r o te in,  ca l led  
a  p r i on , wh ich  b e c o m e s  infect ious a n d  accumu la tes  in  n e u r a l  t issues caus ing  a  fa tal, d e g e n e r a tive , neu ro log i ca l  d isease.  
T h e s e  a b n o r m a l  p i - ions  a r e  resistant to  c o m m o n  fo o d  dis infect ion t reatments,  such  as  h e a t, to  r e d u c e  o r  e l im ina te  the i r  
infectivity o r  p r e s e n c e . Resea rch  is o n g o i n g  to  b e tte r  u n d e r s ta n d  T S E  d iseases  a n d  th e  n a tu r e  o f p r i on  t ransmiss ion.  

Is B S E  in  ca ttle  th e  s a m e  d isease  as  C W D  in  dee r  a n d  e lk  in  th e  U S ,?  

B S E  is a  Transmiss ib le  S p o n g i fo r m  E n c e p h a l o p a thy  ( T S E ) , a  fa m ily o f sim i lar  d iseases  th a t m a y  infect cer ta in  spec ies  o f 
an ima ls  a n d  p e o p l e  such  as  sc rap ie  in  s h e e p  a n d  g o a ts, bov ine  spong i fo r m  e n c e p h a l o p a thy , (BSE)  in  cattle, chron ic  wast ing  
d i sease  ( C W D )  in  d e e r  a n d  elk, a n d  C r e u tzfe ld t -Jacob d i sease  (CJD)  in  p e o p l e , 

T o  d a te , th e r e  is n o  scientif ic ev idence  th a t B S E  in  catt le is re la ted  to  C W D  in  d e e r  a n d  elk. Resea rch  is c o n tin u i n g  b u t th e r e  
is n o  ev idence  th a t e i ther  B S E  o r  C W D  c a n  b e  t ransmit ted b e tween  cattle, d e e r , o r  elk. F D A  is work ing  c losely wi th o th e r  
g o v e r n m e n t agenc ies  a n d  th e  pub l ic  h e a l th  c o m m u n i ty to  add ress  C W D  in  wi ld  a n d  d o m e s tica te d  d e e r  a n d  e lk h e r d s . 
W ildl i fe a n d  pub l ic  h e a l th  o fficia ls  adv ise  p e o p l e  n o t to  harvest ,  h a n d l e , o r  c o n s u m e  a n y  wi ld  d e e r  o r  e lk  th a t a p p e a r  to  b e  
sick, regard less  o f th e  cause , espec ia l ly  in  th o s e  sta tes  w h e r e  C W D  h a s  b e e n  d e tected.  

W h a t coun tr ies have  repor te d  cases  o f B S E  or  a re  cons ide red  to  have  a  subs ta n tia l  r isk 
assoc ia ted with B S E ?  

T h e s e  c o u n tries a r e : A lban ia ,  A u s tria, B e lg ium,  Bosn ia -He rzegov ina , B u lgar ia ,  C r o a tia , Czetech  Repub l ic ,  D e n m a r k , F e d e r a l  
Repub l i c  o f Yugos lav ia ,  F in land,  F rance , G e r m a n y , G r e e c e , H u n g a r y , I re land,  Israel,  Italy, L iechtenste in ,  L u x e m b o u r g , 
fo r m e r  Yugos lav ia  Repub l i c  o f M a c e d o n i a , T h e  N e the r l ands , No rway , O m a n , P o l a n d , P o r tu g a l , R o m a n i a , S lovak Repub l ic ,  
S lovenia ,  S p a i n , S w e d e n , Swi tzer land,  J a p a n , a n d  Un i ted  K i n g d o m  ( G r e a t Br i ta in  inc lud ing  N o r th e r n  I re land  a n d  th e  
Fa lk land  Isla n d s ) . 

C a n a d a  (May  2 0 0 3 )  a n d  th e  U .S . ( D e c e m b e r  2 0 0 3 )  e a c h  h a v e  r e c e n tly r e p o r te d  o n e  B S E - p o s i tive  cow  b u t r e m a i n  c o u n tries 
cons ide red  to  h a v e  a  low risk. T h e  U .S . B S E - p o s i tive  cow  r e p o r te d  in  D e c e m b e r  2 0 0 3  was  c o n firm e d  to  h a v e  b e e n  
i m p o r te d  f rom C a n a d a  in  2 0 0 1 . 

Th is  d o c u m e n t was  i ssued  in  Janua ry  2 0 0 4 . 
Fo r  m o r e  r e c e n t in fo rmat ion  o n  B o v i n e  S p o n g i fo r m  E n c e p h a l o p a thy  ( B S E )  
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